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under the Act because you did not submit a 510(k) submission that shows that the device is substantially
equivalent to other devices that are legally marketed. Until your firm submits a 510(k) and receives
notice from the FDA, Center for Devices and Radiological Health clearing the device for commercial
distribution, the OPC Oxygen Conserving Regulator is aduliterated under the Act because you did not
obtain premarket approval based on information developed by you that shows that the device is safe and
effective.

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is your responsibility to
assure adherence to each requirement of the Act and regulations. Some regulations that are applicabie to your
devices include the Quality System/Good Manufacturing Practices (QS/GMP) regulation (21 CFR Part

820), the Medical Device Reporting (MDR) regulation (21 CFR Part 803), and the Corrections and
Removals regulation (21 CFR Part 806).

Federal agencies are advised of the issuance of all Warning Letters about devices so that they may take this
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~Your response to this Warning Letter should be sent to Evelyn D. Forney, Compliance Officer, Food
and Drug Administration, 6751 Steger Road, Cincinnati, Ohio 45237



